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I with (ho UnMrt Attorney Docket No. 0950-0002 



In Tins United States Patent and Trademark Office 

In Re Application of; 

ULRlClletal. 

U.S. Serial No.: 09/402,273 Group Art Unit 1644 

U.S. Filing Date: December 13, 1099 Exammer: P. Huynh 

International Application No.: PCIVEP98/02138 
Intonations! Filing Date: 03 April 1998 
Tille: ALLE&GKN FORMULATION 

^llftJUITTED pTTngTIAVT TO 37 CFJ*. 6 1 .1 32 

Commissioner for PatcniB 
Washington, DC20Z31 

Sin 

I, Derek Rlchardison, hereby .declare that: 

1 I have been requested by I-oui* L. Wu, an attorney of record on the patent application 
idenUneJ above to review the application and the pen«Hngelaima, the August 27, 2002 Office 
Action, the response to the Office Action which accompanies this declaration, International Fin 
Publication No«. WO 9673462e and WO 92/1655A, ««l I IX ^tcnt No. S.795.862 to Frank ct at. 
, B m not an Inventor of the subject matter sought to be patented l»v the subject patent application. 

2. . It is my Weeding thnt the pendmg claim, «™ rejeoted as obvious over the 
con.binauonofthethroocitedrefereneca. I have been informed that "obvious in thU 
context mean, that the different between th« ■uhje,* m.ttcr .ought to b. paused and the Cited 

invention was made to a person having binary *U11 iu <b» art to which the aubject matter 
po^Itawato been infixed that unexp^ reauh. and con^arcial ^cc«a arc undicia 
of nanobviousnotstt . 
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3. In connection with the present analysU, I have reviewed the aubject patent application 
«d Wpe-dfav claims the August 27, 2002 Office Artinn.theaccompaTiyinBr^onseand the 
cited reference.. My opinions as set ft** herein are based on my understanding of fednlmrf 
invention and the cited reference, and wo drawn from my knowledge of the inventive subject 
matter *nd of the Bit of allergen compositions. 

QUALIFICATIONS 

4. l«>rn employed by Allergy Ther^^^ 

application, MytitleU Technical DevelnpTnerrt Manager a position I have held since June 1 998 
Prior to my employment at Allergy Therapeutic*. I held the positions «T Aflm Dcp*.uuei« 
Manager and Technical Development Manner will; SanOJOine Beeeham Pharmaceuticals. 1 
an. a Chartered Biologist atid Member of the Intuit* of Biology and hold a Post Graduate 
Diploma in Microbiology from Chelsea College of Science and Technology London University 
1963-1965. 

5. The quoitton «o which T have directed my attention is as above, i.e.. whether. in my 
opinion, the claimed invention Is obvious over Ore i»iidiin«d leaching of International rCT 
PublieaUouNut, WO 90/34626 and WO 92/1*556, end UA Potent No. 5,795,862 to Frank et d. 

Opinion 

C T upland that «^ of the 
c^leofeoloottvelyer^^ T also understand thai the 

composition is comprised of tyrosine, nn allergen or allergen extract, and 3-DMPL. 

7. Uponmyrcvlew ufOic material, which I address below, it is my opinion that the 
cUiu^ pharmaceutical^^ 
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of allergen compoRitions. 

9 1 aware «1»L * to *.» uC a l0 object .poli^o.* Sing, . vari«y of .dj"^ 

„.„ as —i»u„ »d ..«»ny —«*>■ *-«"" , "» 

uUuvtnrs .« a. only one qhW *» dinl »' — iB,Mn3 ' com,nc> - 
arc^nydi^wcsofniuscn-spcdflo^i*. '""^^^Z^^ 

indue .nt^-fic faA P««*. *— — ' *» ' 

high level of induced parwsitc-specKic IgE antibodies. 

l\. Rcccnay.thoinmiunc^^ 
^ 1*. *u0 TH, in addition, certain anti^ooifie 

each category. 1' or uxnmplei Blununuin Bftlt adjuvants tend, to enhanc© * THa response. 
SimU^DMPL tend* * enhanced, action ^enmental animals. A variety of adjuvants 
arc ducnwcd in th* died references without spcclflchy to the calory orUnmuac ntpm- 
that would be induced by the co-admhuslraliun 0i« «nti B cn «d on adjuvant. 

12. II fc, »y pinion that while each of the cited referee, teachc, that MihMM 
Qf an antigen with an adjuvant Induces an immune response* the references together contain 
Efficient discern regarding specific antibodies and the category of immune «am Th™ 
iB nothm e in tho cited re^^ 

art***,. ^ and 3-DMTL would iieloctivoly enbancea'PH, roaponae over » THa response. 
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13. My dcltfinination of noiiobviousncss is also based in part on tho disclosure contained 
in tho subject patent application. 

14. From my review of the data presented on pa K e 6 Of the subject application. It Is 
unexpected ihfit Uic composition conwininx lyiusine, mi nUersw «* ellcrBcri extract (e.g., 
ovribumin) and 3-nMTL would enhance en IgG2 antibody response to a level ihftt is 
approximately throe orders of magnitude higher Aim the I B <32 response to a composition 
contain*^ (he tame allergen or allergen extract with either one ottymdnc and MiMfi >. 

15. it is also unexpected that composition conlaininK tyrosine, an elleiijeii ox allergen 
axUael (e.g., ovalbumin) and 3-DMPL would not significantly enhance IgE antibody respond 
when composition., conudning the same allergen or allergen extraet with either one of tyrosine 
and 3-DMPL alone more than doubles the IgE anHhndy rrxprtnse. 

16. It 18 ftrther unexpected itutt euiupusfUuu cuntainlng tyrosine, an allergen or allergen 
extract (e*. ovalmmwa) and 3-DMPL would enhance on IgG2 response over an IgE antibody 
response. . 

17. It in therefore my opinion that the claimed composition wowJd likely to be 
significantly more effective, safer and more ouriveiiieiil than existing pharmaceutical 
compoHilioni! for seleai ve wihauceaacnt of the Til, response over the TIfe response. 

18. My determination of nonobviousness Is further bawd in part on my Imnwlatee that 
Allergy ThimmaniieK ha* successfully introduced a commercial product based on the claims of 
me subject application. 

19. Attached to my declaration as Appendix A is a brochure from Allergy Therapies 
that describes a vaccine product that has been commercially marketed uruJertbetradetnarlc 
POLLTNEX Qiwttmw: Aa demonstrated by the brochure, the product contains tyrosine and 3- 
DMPI, in combinalion With one to fbur allerguld* fleeted accordln* to an individual's particular 
needs, Exemplary allured* li-iad include gn««* plus rye, birch, three trees (bircWolderVhazel), 
mugwort, pbdniain, olive, pariertaria end ragweed. 
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I hereby declare Uiai all sunemerrts mudc havm of my own kiivwledyc uc true and that 
all tilalcincnto nuule on iufvmuation andbelirf are believed lobe true; and that these rtatcments 
wetx, made with lh« lmowledge that wlllfUl felfle Btotemante and the like so made are punishable 
by fine or imprisonment, or both, under Section 1001 of Title 18 of the United Stat™ find* and 
that Mich willful talsc statements may jeopardize the validity of the application or any patent 
issuing thereon. . 
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Appk.N1>TXA 
BROCHURE EORPOLLINFX QIIMTROW 
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